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DETAILED ACTION 

Examiner acknowledges receipt of request for continued examination filed under 37 CFR 
1.114, amendment and remarks filed 1 1/28/08. Claim 1 is amended. Claims 2 and 21 are 
canceled. Claims 18-20 and 22 are withdrawn from examination. Claims 1, 3-20 and 22 are 
pending. 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 1 1/28/08 has been entered. 

Response to Arguments 
Previous rejections that are not reiterated herein are withdrawn. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1,3,5, 6, 8, 13, 14 and 16 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Cuna et al. ("Controlled-release liquid suspensions based on ion-exchange 
particles entrapped within acrylic microcapsule," in International Journal of Pharmaceutics 199 
(2000), pp 151-158, provided by applicant on form PTO 1449). 
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Cuna discloses terbutaline-loaded ion-exchange resins where the resin is Dowex cation 
exchange resin of the H + - form (abstract; paragraph 2.1-2.8) and EUDRAGIT polymer that 
meets the limitation of polyelectrolyte of claims 1 and 8; the dosage form contains 
hydroxypropylmethylcellulose meeting the limitations of the diffusion controlling membrane of 
amended claim 1 and claim 3 noting that claim 3 lists a number of polymers as porous diffusion 
controlling membrane and included in that list is a cellulose ester and hydroxypropyl 
methylcellulose is a specific cellulose ester. Terbutaline is cation/positively charged in the 
resinate since the ion-exchange resin is a cation exchange resin. The presence of polysorbate 
meets the limitation of dispersion agent of claim 1 6 and the presence of the diffusible counter 
ions per liter of dispersion medium as claimed in claim 13 is inherent to the composition and the 
Dowex ion-exchange resin is a bead, thus meeting claim 14. Cuna anticipates the designated 
claims. 

Response to Arguments 

4. Applicant's arguments filed 1 1/28/08 have been fully considered but they are not 
persuasive. 

5. Applicant argues that "Cuna is silent with regard to at least three limitations of the 
claimed invention," namely a) that the intermediate formulation of Cuna is not suitable as a 
liquid form for controlled release drug composition as claimed; b) that the charged EUDRAGIT 
resides in the dispersed phase and not in the dispersion medium; and c) that the dispersed phase 
is emulsified and do not contain pharmaceutically acceptable polyelectrolyte. d) Applicant 
further states in footnote 2 that applicant submitted evidence to show that 
hydroxypropylmethylcellulose (HPMC) is a neutral polymer and not a polyelectrolyte and that 
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the suspension of the EUDRAGIT encapsulated terbutaline-loaded ion exchange resin in HPMC 
cannot meet the limitation of the applicant's claimed invention. 

6. The examiner disagrees. On count d), it is noted that hydroxypropylmethylcellulose and 
the suspension meets the limitation of a liquid composition such that the liquid form of the 
composition is not just an intermediate but an end product and hydroxypropylmethylcellulose 
(HPMC) was not identified in the rejection as a polyelectrolyte. On count a), it is noted that the 
end product goal of Cuna is a controlled release liquid form (see line 2 of the abstract) so that the 
liquid end product form of Cuna meets the limitation of the form of the composition of the 
claims. For count b), a dispersed phase contains a dispersion medium so that because the 
dispersed phase by its very nature contains a dispersion medium and as such, the EUDRAGIT 
admitted by applicant to be in the dispersed phase is also in the dispersion medium. For count 
c), it is noted that the claims do not exclude emulsifier in the dispersed phase. 

7. Therefore, while Cuna disperses the EUDRAGIT microcapsules in 
hydroxypropylmethylcellulose as is stated by applicant according to Cuna at paragraph 2.7, page 
154, Cuna initially suspends the drug-resin particles in solution of EUDRAGIT (paragraph 2.4) 
and it is the EUDRAGIT that is the polyelectrolyte, which meets the requirements of the 
polyelectrolyte of claims 1 and 8 as stated in the rejections. Therefore, Cuna teaches and 
suggests a liquid form controlled release drug composition" that includes "an electrolytic drug 
associated with an ion exchange resin and a dispersion medium comprising a pharmaceutically 
acceptable polyelectrolyte having the same charge as the electrolytic drug. The comprising 
language of the claims is open. 

Thus, Cuna anticipates amended claim 1 and the claims dependent thereon. 
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8. Claims 1 and 3-17 are rejected under 35 U.S. C. 102(b) as being anticipated by Nonomura 
et al. (US 4,894,239) provided by applicant on form PTO 1449, (also noted is EP-0 294 103 
version of the Nonomura US patent submitted by applicant on 7/30/07). 

Nonomura discloses sustained release resin microcapsule preparation comprising ion- 
exchange resin (abstract), which dosage form is produced as oral suspension (column 4, lines 55- 
62) meet the requirement for liquid formulation; the ion-exchange resin is either cationic (H+ 
form) or anionic (OH- form) either as DOWEX or Amberlite (column 2, lines 16-23) meeting 
claim 14; the Dowex or Amberlite resins are of the styrene-divinyl benzene type resins meeting 
claims 6 and 10; when the ion exchange resin is cationic, the drug in the complex is positively 
charged meeting claim 5 and when the exchanger is anionic, the drug is negatively charged 
meeting claim 9; the composition contains water permeable polymer coat formed of natural and 
non-natural polymers such as ethylcellulose, aminoalkyl methacrylate copolymer or the Eudragit 
polymer (column 3, lines 32-42) meeting claims 1, 3, 4; the composition or dosage form contains 
plasticizer or antioxidant such as BHA, BHT, tocopherol or tocopherol acetate (Column 4, lines 
30-36) meeting claim 16 and the additive or antioxidant and or the wetting agents or surfactants 
or dispersing agents (column 4, line 66 to column 5, line 8) inherently meets the limitation of 
claims 16 and 17; the resinate is dispersed in Eudragit (column 7, lines 22-25) meeting the 
limitation of polyelectrolyte (claims 8 and 12); sucrose or fructose or sorbitol or lactose when 
present (column 4, lines 66, 67) meets claim 15; when gelatin or xanthan gum or guar gum 
(column 5, lines 4-7) meeting claims 6, 7, 11, 12; the mole/liter of counter ions present in the 
dispersion is a property of broad dosage forms that do not recite any specific amount of the ion- 
exchange resin so that the dosage from of the prior art inherently anticipates claim 13; the 
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disclosure that the suspension is contemplated for oral administration (claim 12 and column 4, 
lines 55-57). 

Response to Arguments 

9. Applicant's arguments filed 1 1/28/08 have been fully considered but they are not 
persuasive. 

10. Applicant argues that Nonomura cannot anticipate amended claim 1 and those dependent 
thereon because, the ion exchange resin is dispersed in the EUDRAGIT solution during an 
intermediate micro-encapsulation process and that the organic solvents, chloroform and 
cyclohexane are not pharmaceutically suitable and that examiner's indication in the advisory 
action that the claims do not exclude organic solvent as dispersion medium is irrelevant since the 
claimed composition is suitable for pharmaceutical use. But while it may be irrelevant that the 
claims do not exclude organic solvent, it is note worthy that applicant appears to say that those 
organic solvents are in an intermediate and as such not in the final form for administration that 
would have included the organic solvents such as chloroform and cyclohexane. Furthermore, 
the prior art meets the limitation of a dispersion and applicant's argument regarding how the 
product of Nonomura is formed is arguing against process of formation of the product of 
Nonomura when the claims are not directed to process of making the product. Further, the final 
product of Nonomura is a syrup or suspension (see column 4, line 55; column 5, lines 1 1 and 12; 
claim 12 of Nonomura) meeting the requirements for a liquid. EUDRAGIT of the intermediate 
as applicant would say is not removed but is present in the final product. Contrary to applicant's 
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statement that the final product of Nonomura does not contain a dispersion medium, it is noted 
that claim 1 states that the dispersion medium comprises polyelectrolyte and the polyelectrolyte 
EUDPvAGIT in the composition of Nonomura was never removed. It is also noted that at least 
claim 15 says that the composition further comprises sweetening agent, flavoring agents, 
coloring agent and sucrose or fructose or sorbitol or lactose of Nonomura meets the limitation of 
claim 15 noting that sucrose or fructose or sorbitol or lactose were not identified as the 
polyelectrolyte. 

1 1 . Therefore, in column 7, lines 22-25, Nonomura disperses the resinate in solution of 
EUDPvAGIT, which is one of the polyelectrolytcs recited in claim 8 and thus meets the 
requirement that the polyelectrolyte be of same charge as the electrolytic drug. Nonomura 
contemplates composition that is oral suspension (column 4, lines 55-62) meeting the 
requirements for liquid formulation. Therefore, contrary to applicant's conclusion, Nonomura 
discloses a liquid formulation that is a controlled release drug composition comprising an 
electrolytic drug associated with an ion exchange resin (abstract; column 3, lines 10-31; column 
5, line 20) and a dispersion medium comprising a pharmaceutically acceptable polyelectrolyte 
(column 7, lines 22-25) having the same charge as the electrolytic drug. 



Double Patenting 



12. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
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application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 



13. Claims 1-17 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-29 of copending Application Nos. 
11/150,937 (US 2006/0018972) and 1 1/198,937 (US 2006/0134148) in view of WO 95/19184. 
The copending claims differ from the examined claims in that the co-pending claims do not 
specify what the dispersing medium is comprised of. However, the Eudragit polymers are 
known as dispersing according to Cohen in WO 95/19184 (abstract). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to use 
Eudragit polymers as the dispersing polyelectrolyte in the dosage form of the examined claims. 
This is a provisional obviousness-type double patenting rejection. 



Response to Arguments 

14. Applicant's remarks filed 1 1/28/08 have been fully considered but they are not 
persuasive. 
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While applicant disagrees with the above provisional obviousness type double patenting 
rejection, applicant is requesting that the rejection be held in abeyance because the 
rejection involves "pending application rather than an issued patent," applicant further 
requests the withdrawal of the provisional obviousness type double patenting rejection in 
order to assert the rejection in the pending application. 
Response: 

The above is not found persuasive because the provisional obviousness type double 
patenting rejection is not the only rejection in the examined application and the rejection will 
continue to be made until the rejection is overcome as stated in MPEP 804 [R-5], I B, that "the 
"provisional" double patenting rejection should continue to be made by the examiner in each 
application as long as there are conflicting claims in more than one application unless that 
"provisional" double patenting rejection is the only rejection remaining in at least one of the 
applications." As noted above, the provisional obviousness double patenting rejection is not the 
only rejection remaining in this examined application. Thus rejection is maintained and is not 
held in abeyance. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Blessing M. Fubara/ 
Examiner, Art Unit 1618 



